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1 )^ Responsive to communication(s) filed on 04 June 2007 . 
2a )^ This action is FINAL. 2b)n This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 11, 453 O.G. 213. 
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4) ^ Clalm(s) 2-10 and 13-15 is/are pending in the application. 
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5) 0 Claim(s) is/are allowed. 

6) |EI Claim(s) 2-10 and 13-15 is/are rejected. 

7) n Claim(s) is/are objected to. 

8) 0 Claim(s) are subject to restriction and/or election requirement. 
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Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1.121(d). 
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application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 
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DETAILED ACTION 
Acknowledgements 

The Examiner acl^nowledges tine reply filed 06/04/2007 in which claims 2, 6-7, 
and 9 were amended and new claim 15 was added. Currently claims 2-10 and 13-15 
are pending for examination in this application. 

Drawings 

The drawings are objected to under 37 CFR 1 .83(a). The drawings must show 
every feature of the invention specified in the claims. Therefore, the "lost motion 
connection" must be shown or the feature(s) canceled from the claim(s). No new matter 
should be entered. 

Corrected drawing sheets in compliance with 37 CFR 1.121(d) are required in 
reply to the Office action to avoid abandonment of the application. Any amended 
replacement drawing sheet should Include all of the figures appearing on the immediate 
prior version of the sheet, even if only one figure is being amended. The figure or figure 
number of an amended drawing should not be labeled as "amended." If a drawing figure 
is to be canceled, the appropriate figure must be removed from the replacement sheet, 
and where necessary, the remaining figures must be renumbered and appropriate 
changes made to the brief description of the several views of the drawings for 
consistency. Additional replacement sheets may be necessary to show the renumbering 
of the remaining figures. Each drawing sheet submitted after the filing date of an 
application must be labeled in the top margin as either "Replacement Sheet" or "New 
Sheet" pursuant to 37 CFR 1.121(d). If the changes are not accepted by the examiner. 
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the applicant will be notified and informed of any required corrective action in the next 
Office action. The objection to the drawings will not be held in abeyance. 

Claim Rejections - 35 USC § 102 
The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described In a printed publication In this or a foreign country or In public 
use or on sale In this country, more than one year prior to the date of application for patent In the United 
States. 

Claims 2-13 and 13-15 are rejected under 35 U.S.C. 102(b) as being anticipated 
by Balkwill (USPN5,279,585). Balkwill discloses a medication delivery pen with 
improved dosage control features. 

Regarding claims 2-13 and 13-15, Balkwill discloses a polymeric dose application 
counter (12, 14, Figure 1) for use with an injection device (18) with a dose setting 
element which in use is moved from an initial position to set a dose (ring 12), comprising 
a counter member (36) connected by a lost motion connection (44) to the dose setting 
element (12), wherein movement of said dose setting element (24) in use by and 
beyond an amount to set an effective dose causes an incremental movement of said 
counter member (36) to register indication of a usage of the injection device, and return 
of said dose setting element to said initial position is not effective to move said counter 
member (col 6, In 30-55, slipping of adjust knob 12), wherein the dose counter further 
comprises a dose setting knob (12) rotatable with respect to the body of the device, the 
counter comprising a rotatable ring (inside of 12) with an annular array of projections co- 
axial with the knob, the minimum dose requiring the knob to be turned from a zero 
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position tlirougli an angle at least as great as the angular spacing of adjacent 
projections (cols 5-6), an element rotatable (36, 38) with the knob and spring-urged to 
engage a projection when the knob is at zero, and a cam (distal section of 44) fixed to 
the body of the device and arranged to disengage said element from the ring when the 
projection has been pushed round by the element through a predetermined angle and to 
maintain that disengagement on further rotation, the ring (36, 38) and body having 
external markings (Figure 5b) to indicate the circumferential advances of the ring, 
wherein the application of a dose and the consequent reversion of the knob to its zero 
position. Balkwill further discloses the dose setting mechanism further comprising a 
non-rotatable plunger (26a, Figure 5a) retractable from the rear end of a syringe (46) 
housing to set a dose and movable forwards into the housing (16) on ejection of the 
dose, the counter comprising a unidirectionally rotatable sleeve with multi- start internal 
screw threading carried by the housing (cols 7-8), a projection (grooves of 26a) 
resiliently carried by the plunger, which passes through a sleeve (14) and which, 
through its projection and the screw threading, generates rotation of the sleeve as it is 
retracted (Figures 1-9). 

Response to Arguments 

Applicant's arguments with respect to claims 2-10 and 13-15 have been 
considered but are moot in view of the new ground(s) of rejection. 
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Suggested Subject Matter 

The following claim subject matter is suggested by the examiner and considered 
to distinguish patentably over the art of record in this application and is therefore 
presented to Applicant for consideration: 

The Examiner suggest specific clarification of the pawl ratchet mechanism as 
shown In Figure 1 , element (19) with the toothed wheel (7) and further shown Figures 
4a-4d. 

Conclusion 

Applicant's amendment necessitated the new ground(s) of rejection presented in 
this Office action. Accordingly, THIS ACTION IS MADE FINAL. See MPEP 
§ 706.07(a). Applicant is reminded of the extension of time policy as set forth in 37 
CFR 1.136(a). 

A shortened statutory period for reply to this final action Is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply Is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action Is mailed, and any 
extension fee pursuant to 37 CFR 1 .136(a) will be calculated from the mailing date of 
the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the date of this final action. 
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Any inquiry concerning tliis communication or earlier communications from the 
examiner should be directed to Christopher D. Koharski whose telephone number is 
571-272-7230. The examiner can normally be reached on 5:30am to 2:00pm EST. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Nick LucchesI can be reached on 571-272-4977. The fax phone number for 
the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 

Patent Application Information Retrieval (PAIR) system. Status information for 

published applications may be obtained from either Private PAIR or Public PAIR. 

Status Information for unpublished applications is available through Private PAIR only. 

For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 

you have questions on access to the Private PAIR system, contact the Electronic 

Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 

USPTO Customer Service Representative or access to the automated information 

system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

Date: 5/11/2009 
/Christopher D Koharski/ 
Examiner, Art Unit 3763 

/Nicholas D Lucchesi/ 

Supervisory Patent Examiner, Art Unit 3763 



